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~ 7^76 MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under tine provisions of 37 CFR 1 .136(a). In no event, fiowever, may a reply be timely fiied 
after SiX (6) MONTHS from the mailing date of tfiis communication. 

- if NO period for reply Is specified above, tfie maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even If timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 16 December 2010 . 
2a)^ This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 9-24 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) KI Claim(s) 9£4 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 1 6 December 201 0 is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

1 2)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)n All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 

PTOL-326 (Rev. 08-06) Office Action Summary Part of Paper No./Mail Date 2011011 2 
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DETAILED ACTION 

Status of the Qaiins 

Claims 9-24 are presented for examination on the merits. 

The amendments to Specification/Title and Drawings are accepted. 
Withdrawal of Rejection: 

In view of amended claims and applicant's argument, the rejections under 35 USC, 1 12- 
1^' and 1 12-2°'' paragraph are hereby withdrawn. 

In view of amended claims and applicant's argument, the rejection under 35 USC, 103(a) 
over Els, Ivanova and Sakata is hereby withdrawn. 

New Objection/Rejections due to amendment to the claims: 

Qaim Objections 

Claim 13 is objected to because of the following informalities: "aldwehyde' is a 
misspelling on hne 1. Appropriate correction is required. 

Claun Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 13 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 13 is rejected to because it depends on itself. Should it be depend on claim 12? 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 
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The specification sliall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 9-16 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

The MPEP states that the purpose of the written description requirement is to ensure that 
the inventor had possession, at the time the invention was made, of the specific subject matter 
claimed. 

The factors considered in the Written Description requirement are (1) level of skill and 
knowledge in the art, (2) partial structure, (3) physical and/or chemical properties, (4) 
functional characteristics alone or coupled with a known or disclosed correlation between 
structure and fonction, and the (5) method of making the claimed invention. Disclosure of any 
combination of such identifying characteristics that distinguish the claimed invention from other 
materials and would lead one of skill in the art to the conclusion that the applicant was in 
possession of the claimed species is sufficient." MPEP § 2163. 

In the instant case, claim 9 refer to "brain disease other than stroke", however it is unclear 
what "brain disease other than stroke" is since it was not described in the specification in such a 
way as to reasonably to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. There is no description of what 
"brain disease other than stroke" or "brain disease" include; no specific disease is mentioned. No 
explanations and examples are provided. Furthermore, "brain disease other than stroke" is not 
the same as "group of other brain diseases" in Figs. 1 and 2. Thus, the specification does not 
provide support for the claim. One skilled in the art would conclude that the inventors were not 
in possession of the claimed invention since it is not clear what "brain disease other than stroke" 
is as claimed. Thus, the claims fail to comply with the written description requirement. 
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The description requirement of the patent statue requires a description of an invention, 
not an indication of a result that one might achieve if one made that invention. See In re Wilder, 
736, F.2d 1516, 1521, 222 USPQ 369, 372-73 (Fed. Cir. 1984) (affirming rejection because the 
specification does "little more than outlin[e] goals appellants hope the claimed invention 
achieves and the problems the invention will hopefully ameliorate.") Accordingly, it is deemed 
that the specification fails to provide adequate written description for the claims and does not 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the entire scope of the claimed invention. 

Therefore, applicant needs to describe "brain disease other than stroke" by stating what 
disease is included or excluded in the group. 

Claims 9-24 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to enable one skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and/or use the invention. 

The factors to be considered in determining whether undue experimentation is required 
are summarized in In re Wands" 858 F.2d 731, 8 USPQ2nd 1400 (Fed. Ck., 1988). The court in 
Wands states 

"Enablement is not precluded by the necessity for some experimentation such as routine 
screening. However, experimentation needed to practice the invention must not be undue 
experimentation. The key word is 'undue,' not 'experimentation.' Clearly, enablement of a 
claimed invention cannot be predicted on the basis of quantity of experimentation required to 
make or use the invention. "Whether undue experimentation is needed is not a single, simple 
factual determination, but rather is a conclusion reached by weighing many factual 
considerations". The factors to be considered in determining whether undue experimentation is 
required include: (1) the quantity of experimentation necessary, (2) the amount of direction or 
guidance presented, (3) the presence or absence of working examples, (4) the nature of the 
invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the 
predictability or unpredictability of the art, and (8) the breadth of the claims. 
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In the instant case, all the examples (1-2) and Figs. 1 & 2 in the specification compares 
the measurements of acrolein content and amine oxidase activity between subjects with 
infarction disorder with healthy/group of other brain disorder, while within the infarction 
disorder (stroke) includes both symptomatic and asymptomatic cerebral infarction, thus the 
significantly higher measurements is indicative for all infarction disorder not necessarily indicate 
only asymptomatic cerebral infarction. 

Therefore, the specification does not provide support for claims 9-24 wherein 
significantly higher measurements is indicative for all infarction disorder not just for 
asymptomatic cerebral infarction. 

Given that the specification does not provide support for claims 9-24, undue quantity of 
experimentation will be necessary to address the claimed limitation in claims 9-24 to exclude 
symptomatic cerebral infarction. 

When the factors are considered in their entirety, the Wands analysis dictates a finding of 
undue experimentation and thus, the claims are not enabled. Therefore, the specification is not 
considered to be enabling for one skilled in the art to make and use the claimed invention. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g.. In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this apphcation, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 
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Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 9, 13, 17, 21 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1, 2 of copending 
Application No. 12598125. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because they both claiming detecting/diagnosing method of 
asymptomatic cerebral infarction by measuring acrolein/aldehyde compound content and 
measuring polyamine oxidase activity/content. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Applicant's arguments filed 12/16/2010 have been fuUy considered but they are not 
persuasive. 

Applicant argues that cancellation of claims 1, 3, 4, 6 rendering the rejection moot. 

It is the examiner's position that new claims (see above rejection) drawn to the same 
diagnostic method (because asymptomatic cerebral infarction is one type of stroke and no 
distinction is made between asymptomatic or symptomatic cerebral infarction) with similar steps, 
therefore the double patenting rejection is applied. 

Conclusion 

No claim is allowed. 

Art of Record: 

Ivanova (2002) teaches high 3-aminopropanal levels associates with most severe 
ischemic brain disease (page 5581, Fig. 1). 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the maihng date of this action. In the event a first reply is filed within TWO 
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MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning rejections or objections in this communication or earlier 
communications from the examiner should be directed to Bin Shen, whose telephone number is 
(571) 272-9040. The examiner can normally be reached on Monday through Friday, from about 
9:00 AM to about 5:30 PM. A phone message left at this number will be responded to as soon as 
possible (i.e., shortly after the examiner returns to her office). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached at (571) 272-0925. 



(BSfien 

Art Unit 1657 
/JON P WEBER/ 

Supervisory Patent Examiner, Art Unit 1657 



